
161 

Food and Drug Administration, HHS § 211.132 

§ 211.122 Materials examination and usage 
criteria. 

* * * * * 

(g) If cut labeling is used for immediate 
container labels, individual unit cartons, or 
multiunit cartons containing immediate 
containers that are not packaged in indi-
vidual unit cartons, packaging and labeling 
operations shall include one of the following 
special control procedures: 

* * * * * 

(4) Use of any automated technique, in-
cluding differentiation by labeling size and 
shape, that physically prevents incorrect la-
beling from being processed by labeling and 
packaging equipment. 

* * * * * 

§ 211.125 Labeling issuance. 

(a) Strict control shall be exercised 
over labeling issued for use in drug 
product labeling operations. 

(b) Labeling materials issued for a 
batch shall be carefully examined for 
identity and conformity to the labeling 
specified in the master or batch pro-
duction records. 

(c) Procedures shall be used to rec-
oncile the quantities of labeling issued, 
used, and returned, and shall require 
evaluation of discrepancies found be-
tween the quantity of drug product fin-
ished and the quantity of labeling 
issued when such discrepancies are out-
side narrow preset limits based on his-
torical operating data. Such discrep-
ancies shall be investigated in accord-
ance with § 211.192. Labeling reconcili-
ation is waived for cut or roll labeling 
if a 100-percent examination for correct 
labeling is performed in accordance 
with § 211.122(g)(2). 

(d) All excess labeling bearing lot or 
control numbers shall be destroyed. 

(e) Returned labeling shall be main-
tained and stored in a manner to pre-
vent mixups and provide proper identi-
fication. 

(f) Procedures shall be written de-
scribing in sufficient detail the control 
procedures employed for the issuance 
of labeling; such written procedures 
shall be followed. 

[43 FR 45077, Sept. 29, 1978, as amended at 58 
FR 41354, Aug. 3, 1993] 

§ 211.130 Packaging and labeling oper-
ations. 

There shall be written procedures de-
signed to assure that correct labels, la-
beling, and packaging materials are 
used for drug products; such written 
procedures shall be followed. These 
procedures shall incorporate the fol-
lowing features: 

(a) Prevention of mixups and cross- 
contamination by physical or spatial 
separation from operations on other 
drug products. 

(b) Identification and handling of 
filled drug product containers that are 
set aside and held in unlabeled condi-
tion for future labeling operations to 
preclude mislabeling of individual con-
tainers, lots, or portions of lots. Identi-
fication need not be applied to each in-
dividual container but shall be suffi-
cient to determine name, strength, 
quantity of contents, and lot or control 
number of each container. 

(c) Identification of the drug product 
with a lot or control number that per-
mits determination of the history of 
the manufacture and control of the 
batch. 

(d) Examination of packaging and la-
beling materials for suitability and 
correctness before packaging oper-
ations, and documentation of such ex-
amination in the batch production 
record. 

(e) Inspection of the packaging and 
labeling facilities immediately before 
use to assure that all drug products 
have been removed from previous oper-
ations. Inspection shall also be made to 
assure that packaging and labeling ma-
terials not suitable for subsequent op-
erations have been removed. Results of 
inspection shall be documented in the 
batch production records. 

[43 FR 45077, Sept. 29, 1978, as amended at 58 
FR 41354, Aug. 3, 1993] 

§ 211.132 Tamper-evident packaging 
requirements for over-the-counter 
(OTC) human drug products. 

(a) General. The Food and Drug Ad-
ministration has the authority under 
the Federal Food, Drug, and Cosmetic 
Act (the act) to establish a uniform na-
tional requirement for tamper-evident 
packaging of OTC drug products that 
will improve the security of OTC drug 
packaging and help assure the safety 
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